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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including tine fee set 
forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 30 
October 2007 has been entered. 

Claim 30 has been amended and claims 1-29 and 41-50 have been cancelled as 
requested in the amendment of 30 October 2007. Claims 30-40 are pending and under 
examination in the instant application. 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Any objection or rejection of record which is not expressly repeated in this action 
has been overcome by Applicant's response and withdrawn. 

Applicant's arguments filed 30 October 2007 have been fully considered but they 
are not deemed to be persuasive. 
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Specification 

The amendments to the Specification and Title have obviated the previous 
objections of record. 

Response to Applicant's Arguments 

The Examiner would note that Applicant's response refers to paragraph numbers 
which are not provided for in the specification filed in the instant application. Applicant 
may be referring to paragraph numbers which appear in the PGPUB document. 
However, the examiner is working from the specification which appears in the instant 
application. Applicant is advised to make reference to the form of the document which 
was filed in the instant application. If Applicant wishes to provide a substitute 
specification which includes the paragraph numbers, this would be acceptable. 
Therefore, in future correspondence, please refer to page and line number of the 
originally filed specification in the absence of a substitute specification. 

Claim Rejections - 35 USC §112 

Claims 30-40 are rejected under 35 U.S.C. 1 1 2, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. 

Claim 30 has been amended to recite "an ob polypeptide, an immunogenic 
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fragment thereof, an immunogenic derivative thereof, or an immunogenic analog 
thereof. Applicant asserts that basis for this limitation can be found in the specification 
and procedures are known in the art to select those antibodies that recognize specific 
epitopes on ob polypeptides or fragments, derivatives, or analogs thereof. 

However, an antibody is defined by what it binds. The specification fails to 
provide a written description of "derivatives or analogs" of an ob polypeptide In the 
specification in such a way as to reasonably convey to one skilled in the relevant art that 
the inventor(s), at the time the application was filed, had possession of the claimed 
invention. 

Vas-Cath In. v. Mahurkar, 19 USPQ2d 1111, clearly states "applicant must 
convey with reasonable clarity to those skilled in the art that, as of the filing date sought, 
he or she was in possession of the invention. The invention is, for the purposes of the 
'written description' Inquiry, whatever is now claimed." (See page 1117.) To provide 
adequate written description and evidence of possession of a claimed genus, the 
specification must provide sufficient distinguishing identifying characteristics of the 
genus. The factors to be considered include disclosure of complete or partial structure, 
physical and/or chemical properties, functional characteristics, structure/function 
correlation, methods of making the claimed product, or any combination thereof. In this 
case, the only factor present is a functional recitation of modulating body weight. There 
is no structure recited, except that the protein should be about 145 amino acids long. 
The skilled artisan cannot envision the detailed chemical structure of the encompassed 
genus of polypeptides, and therefore, conception is not achieved until reduction to 
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practice has occurred, regardless of the complexity or simplicity of the method of 
isolation. Accordingly, in the absence of sufficient recitation of distinguishing identifying 
characteristics, the specification does not provide adequate written description of the 
claimed genus. 

With the exception of very particular amino acid sequences which are disclosed 
in the instant application, the skilled artisan cannot envision the detailed chemical 
structure of the encompassed polypeptide molecules (or the antibodies which bind) and 
therefore conception is not achieved until reduction to practice has occurred, regardless 
of the complexity or simplicity of the method of protein expression. Adequate written 
description requires more than a mere statement that it is part of the invention and 
reference to a potential method for isolating it. The specific molecular structure is 
required. See Fiers v. Revel . 25 USPQ2d 1601, 1606 (CAFC 1993) and Amqen Inc. v. 
Chuqai Pharmaceutical Co. Ltd. , 18 USPQ2d 1016. 

One cannot describe what one has not conceived. See Fiddes v. Baird . 30 
USPQ2d 1481, 1483. In Fiddes v. Baird . claims directed to mammalian FGF=s were 
found unpatentable due to lack of written description for the broad class. The 
specification provided only the bovine sequence. Applicant is reminded that Vas-Cath 
makes clear that the written description provision of 35 USC 1 12 is severable from its 
enablement provision. (See page 1115.) The instant claims are directed to a structure, 
which could be made, but for which, there is no written description. As in Fiddes v. 
Baird, claims directed to mammalian FGF's were found unpatentable due to lack of 
written description for the broad class because the specification provided only the 
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bovine sequence. 



Pages 



The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification sliall conclude witli one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 30-40 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

The instant claims are directed to methods of measuring the presence of "an ob 
polypeptide, an immunogenic fragment thereof, an immunogenic derivative thereof, or 
an immunogenic analog thereof in a sample using an antibody that binds to the 
polypeptide, fragment, derivative or analog. However, there is no recitation of what a 
derivative or analog encompasses. Antibodies are molecule which bind specific 
epitopes of proteins and things, yet, no structure is provided as to what Is encompassed 
by the terms derivative or analog. The specification does not define derivative or analog 
such that one of ordinary skill in the art would know that they were in possession of an 
antibody that bound It. Furthermore, at the time the Instant Invention was made, ob 
polypeptide was not so defined, that the skilled artisan would know what an analog or 
derivative encompassed. 



No claim is allowed. 



Conclusion 
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Any inquiry concerning tliis communication or earlier communications from the 
examiner should be directed to Christine J. Saoud whose telephone number is 571-272- 
0891 . The examiner can normally be reached on Monday-Friday, 6AM-2PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Manjunath Rao can be reached on 571-272-0939. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status Information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Christine J Saoud/ 

Primary Examiner, Art Unit 1647 



